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Jaold g9, SS9 fAere

(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICAL PRICING AUTHORITY)

ORDER

New Delhi, the 12th April, 2022

S.0. 1782(E).—In exercise of the powers conferred by paragraphs 5, 11 and 15 of the Drugs (Prices Control)
Order, 2013, read with S.0. 1394(E) dated the 30th May, 2013 and S.O. 701(E) dated 10th March, 2016 issued by the
Government of India in the Ministry of Chemicals and Fertilizers, the National Pharmaceutical Pricing Authority
(hereinafter referred as NPPA), hereby fixes, the price as specified in column (6) of the table herein below as the retail
price, exclusive of Goods and Services Tax, if any, in relation to the formulation specified in the corresponding entry
in column (2) of the said Table with the strength, unit and name of manufacturer & marketing company, as specified
in the corresponding entries in columns (3), (4) and (5) thereof;

MINISTRY OF CHEMICALS AND FERTILIZERS

TABLE
Sl Name of the Strength Unit Manufacturer & Retail
No. | Formulation/Brand Marketing Company Price
Name (Rs.)
1) ) ®) (4) (©) (6)
1. Telmisartan + Each film coated tablet
Cilnidipine + contains: M/s Unison 11.61
Chlorthalidone Tablet Telmisartan IP 40 mg 1 Tablet | Pharmaceuticals Pvt.
Cilnidipine IP 10 mg Ltd.
Chlorthalidone IP 6.25 mg
2. Paracetamol Bilayer Each uncoated bilayered tablet
Tablets 1000 mg contains: M/s Sterling Labs /
Paracetamol IP 300 mg (as 1 Tablet | M/s Micro Labs 4.07
immediate release) Paracetamol Limited
IP 700 mg (as sustained release)
3. Levetiracetam Tablet Each film coated tablet M/s Mascot Health
contains: 1 Tablet | Series Pvt. Ltd. / M/s 30.38
Levetiracetam IP 1000 mg Zydus Healthcare Ltd.
4, Each film coated tablet M/s Mascot Health
. contains: Series Pvt. Ltd. / M/s J. 2.71
ggirfgr?;llgitir:wi Tablets To_rsemide IP 10mg | 1 Tablet | B. Chemica!s &
Spironolactone IP 25mg Pharmaceuticals
Limited
5. Each film coated tablet
Paracetamol, contains:
Phenylephrine Paracetamol IP 500mg M/s Pure & Cure
Hydrochloride, Phenylephrine Hydrochloride 1P 1 Tablet Healthcare Pvt. Ltd. /
Caffeine and 5mg Dr. Reddy's 3.21
Diphenhydramine Caffeine (anhydrous) IP 30mg Laboratories Limited
Hydrochloride tablet Diphenhydramine Hydrochloride
IP 25mg
6. Metformin Each  Uncoated bilayered M/s East African
Hydrochloride (as tablet contains: 1 Tablet (India) Overseas / M/s
Prolonged-Release)+ Metformin  Hydrochloride IP La-Medica Life 8.24

Glimepiride Tablet IP

500mg (as Prolonged-Release)

Sciences Pvt. Ltd.
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Injection 1125mg

eg. to Ceftriaxone 1000mg

Torrent

Sl Name of the Strength Unit Manufacturer & Retail
No. | Formulation/Brand Marketing Company Price
Name (Rs.)

@) @) Q) (4) (©) (6)

Glimepiride IP 2mg

7. Metformin (I:E:r(]:gil;r:.:oated bilayered tablet M/s East African 5.63
Hydrochloride (as Metformin Hydrochloride IP 1 Tablet (India) (_)vers_eas I Mis
Prolonged-Release)+ La-Medica Life

P 500mg (as Prolonged-Release) :
Glimepiride Tablet IP M Sciences Pvt. Ltd.
Glimepiride IP 1mg
8. Each film coated tablet
contains:
Cefixime IP as Trihydrate eqg. to
Cefixime, Cloxacillin Anhydrous Cefixime 200mg, M/s Akums_Drugs &
. . . - . Pharmaceuticals Ltd. /
& Lactic Acid Bacillus | Cloxacillin Sodium IP eq. to 1 Tablet
_— . M/s Abbott Healthcare
Tablets Cloxacillin 500mg (in extended 14.65
Pvt. Ltd.
release form),
Lactic Acid Bacillus 90 Million
Spores.

> Diclofenac EZf:h 1559 em Trarc]f)?ﬁ;mi! M/s Azista Industries

Transdermal Patch Diclofenac  Diethylamine  IP 1Patch | Pvt. Ltd. / M/s Hetero 40.18
Healthcare Ltd.
200mg
10. Efonidipine (I:E::gil:]rggoated bilayered tablet 9.94
Hydrochloride Efonidipine Hydrochloride | 1 Tablet M/s Zuventug .
Ethanolate + Healthcare Limited
Telmisartan Tablet Ethanolate 20mg,
Telmisartan IP 40mg
11. Each uncoated bilayered tablet
contains:
Gliclazide IP (as extended 8.53
Gliclazide ER + release form) 60mg M/s Ravenbhel
. . . 1 Tablet | Healthcare Pvt. Ltd. /
Metformin ER Tablet Metformin Hydrochloride IP (as M/s Lupin Limited
extended release form) 1000mg P
12. CE:r::g;‘rl]lsrp coated tablet M/s Swiss Garnier
. Bisoprolol Fumarate IP 5mg Blotec'h Ltd. / Dr. . 6.69
Bisoprolol Fumarate & - Reddy's Laboratories
- Amlodipine Besylate IP Eqg. to 1 Tablet .
Amlodipine tablet S Limited
Amlodipine 5mg

13. (I:anr?tr;ins.fllm coated tablet M/s Swiss Garnier 4.46

B'SODK.)I(.)I Fumarate & Bisoprolol Fumarate IP 2.5mg | 1 Tablet Blotec.h Ltd. / Dr. .
Amlodipine tablet - Reddy's Laboratories
Amlodipine Besylate IP Eqg. to S
e Limited
Amlodipine 5mg

14. Each Uncoated Tablet M/s Mascot Health 3.27
Paracetamol & contains: 1 Tablet Series Pvt. Ltd. / M/s
Mefenamic Acid tablet | Paracetamol IP 325mg Alkem Laboratories

Mefenamic Acid IP 500mg Limited
15. Levofloxacin Infusion Each 100 ml contains:
IP (0.5% wiv) Levofloxacin Hemihydrate IP M/s Akums_Drugs &
. Pharmaceuticals
eg. to Levofloxacin 500 mg 1ml 1.32
- - Ltd./M/s Emcure
Sodium Chloride IP 900 mg , .
L Pharmaceuticals Ltd.
Water for Injection IP g. s.

16. Paracetamol & E(?r(]:tg ins- uncoated Tablet M/s Mascot Health 8.35
Tramadol HCI tablet : 1 Tablet | Series Pvt. Ltd. / M/s ‘
uUspP Paracetamol IP 325mg Hetero Healthcare Ltd

Tramadol HCL IP 37.5mg '

17. | Ceftriaxone & Each vial contains: M/s Prosperity Six

Tazobactam for Sterile Ceftriaxone Sodium IP 1 Vial Pharmaceuticals / M/s
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Sl Name of the Strength Unit Manufacturer & Retail
No. | Formulation/Brand Marketing Company Price
Name (Rs.)
@) @) ®) (4) (©) (6)
Sterile Tazobactam Sodium IP Pharmaceuticals
eq. to Tazobactam 125mg Limited 167.87
Each ampoule contains:
10ml Sterile water for Injection
IP
18. | Telmisartan + Each film coated tablet 12.94
Cilnidipine + contains: M/s Unison
Chlorthalidone Tablet Telmisartan IP 40 mg + 1 Tablet | Pharmaceuticals Pvt.
Cilnidipine IP 10 mg + Ltd.
Chlorthalidone IP 12.50 mg
19. Each ml of constituted
suspension contains:
Amoxycillin + Amoxycillin Trihydrate IP eq. to M/s Copmet_j 7.42
) - Pharmaceuticals Pvt.
Potassium Clavulanate | Amoxycillin 80mg 1ml .
. ) . Ltd. / M/s Mankind
Oral Suspension Potassium Clavulanate Diluted .
. . Prime Labs Pvt. Ltd.
IP eg. to Clavulanic Acid
11.4mg
20. Tramadol HCI + Each uncoated tablet contains: M/s Penta Kraft / M/s 8.35
. Tramadol HCI 37.5mg . .
Acetaminophen . 1 Tablet | Mankind Prime Labs
Acetaminophen  (Paracetamol)
(Paracetamol) Tablet Pvt. Ltd.
325mg
21. Each uncoated mouth M/s Lifecare Neuro
dcilsosg?\z,fﬁar?am ltjth dissolving tablet contains: | 1 Tablet | Products Ltd./ M/s
g Clonazepam IP 2mg Mankind Pharma Ltd. 8.60
22. Each modified release tablet
contains:
Cefixime IP as Trihydrate eg. to
Cefixime. Dicloxacillin Anhydrous Cefixime 200mg (in M/s Akums Drugs &
" - immediate release form), Pharmaceuticals Ltd. / 18.24
MR & Lactic Acid - L . 1 Tablet
Bacillus Tablets D!cloxac!ll!n Sodium _IP eq. to M/s Abbott Healthcare
Dicloxacillin 500mg (in Pvt. Ltd.
modified release form),
Lactic Acid Bacillus 2.5 Billion
Spores.
23. Efonidipine CE(?r::gil;r;(.:oated bilayered tablet 15.67
Hydrochloride s . M/s Zuventus
Ethanolate + Efonidipine Hydrochloride 1 Tablet Healthcare Limited
Telmisartan Tablet Ethan_olate 40m,
Telmisartan IP 40mg
Note:

(@)
(b)
(©)

(d)

(€)

The manufacturer of above mentioned formulations i.e. “new drug” under paragraph 2(u) of the DPCO, 2013
shall fix the retail price as specified in column (6) of the table hereinabove.

The manufacturer may add Goods and Services Tax only if they have paid actually or it is payable to the
Government on the retail price mentioned in column (6) of the above said table.

The retail price for a pack of the aforesaid formulation shall be arrived at by the concerned manufacturer in
accordance with the retail price specified in column (6) of the above table as per provisions contained in
paragraph 11 of the DPCO, 2013. The manufacturer shall issue a price list in Form—V from date of
Notification as per paragraph 24 of the DPCO, 2013 to NPPA through IPDMS and submit a copy to State
Drug Controller and dealers.

As per para 24(4) of DPCO 2013, every retailer and dealer shall display price list and the supplementary
price list, if any, as furnished by the manufacturer, on a conspicuous part of the premises where he carries on
business in a manner so as to be easily accessible to any person wishing to consult the same.

The above mentioned retail price is applicable only to the individual manufacturer / marketer as mentioned
above i.e. who have applied for the same by submitting Form-1 for price fixation / revision as stipulated
under DPCO, 2013 and subject to fulfilment of all the applicable statutory requirements as laid down by the
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Govt. under relevant statutes/ rules, including manufacturing license permission from the Competent
Authority i.e. the Central/State Licensing Authority, as may be applicable, by the concerned
manufacturer/marketing companies.

(f) In case the retail price of any of the aforesaid formulations is not complied with, as per instant price
notification and notes specified hereinabove, then the concerned manufacturer/marketing company shall be
liable to deposit the overcharged amount along with the interest thereon under the provisions of the DPCO,
2013 read with the Essential Commodities Act, 1955.

(g) Consequent to the issue of ceiling price of such formulation as specified in column (2) of the above table in
this notification, the price order(s) fixing ceiling or retail price, if any, issued prior to the above said date of
notification, stand(s) superseded.

[PN/228/96/2022/F /F. No. 8(96)/2022/D.P./NPPA-Div.-11]
PRASENJIT DAS, Dy. Director
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S (iii) T <1t (0.5 fOreft) wger & w7 g2 HiS § "= TMAHHIISE Hivslile Tl (TSSTE) AT (10-372)
(Frefreft 104" & RfAfE & arforSas seamea 1 ard s S, 2013 F aga w19 V & gor 9= I 7 F S5
FIHAIT & Hae H GaxT fawhar & 7w S arer g (Fiérem) i Fuet g Maiia sfesan gear ge7 uadiie =i
gi=a Fwam

8. Ao "W =g ot e ur. forfiee =fy @y 2 av (i) R S (0.5 fasf) ofteft, (i) aedi-2rer (5 22,5
fareft) ofteft), i (iii) Rivrer <t (0.5 faefl) wgar & 9t g2 Aiffs & "=Eisrre ateiisree wiepie J=ia (Teeres)
et (10-3<e) (Tt 104" % AR F foro, =tz @rr g av Sefieier 2013 % =7 32 (i) F aga & & g fr
THTTH & I AeI Tl Gaar god SAqHIE i ST FHT FHm|

[1ﬁ'q=r/228/96/2022/11t5 /& T .8(96)/2022/3&.‘?(./@%%-‘5[.31?.- ]
JAold g9, S9 fAcere

ORDER
New Delhi, the 12th April, 2022

S.0. 1783(E).—Whereas the National Pharmaceutical Pricing Authority (NPPA) was established vide the
Resolution of the Government of India in the Ministry of Chemicals and Fertilizers No. 33/7/97-PI.I dated 29th August,
1997, inter-alia, to fix prices and notify the changes therein, if any, of bulk drugs and formulations, monitor the prices of
non-scheduled drugs and formulations and oversee the implementation of the provisions of the Drugs (Price Control)
Order (DPCO).

2. And whereas the Ministry of Chemicals and Fertilizers vide S.0.1394 (E) dated the 30th May, 2013, in exercise of the
powers conferred by Section 3 and 5 of Essential Commodities Act, 1955 has delegated the powers in respect of specified
Paras of the DPCO, 2013, including Para 32 of the said order to be exercised by the NPPA on behalf of the Central
Government.

3. And whereas an application received from M/s Serum Institute of India Pvt. Ltd, for exemption from the provisions of
DPCO, 2013 under Para 32 (ii) of the said order in respect of the formulation “Pneumococcal Polysaccharide Conjugate
Vaccine (Adsorbed) IP (10-Valent) (PCV 10V) in (i) single dose (0.5 ml) vial, (ii) multi-dose (5 dose-2.5 ml) vial, and (iii)
single dose (0.5ml) pre-filled syringes which was duly approved by the Office of Central Drugs Standard Control
Organisation (India) as ‘new drug’ under the Drugs and Cosmetics Act, 1940 and Rules thereunder on 14.07.2020.

4. And whereas, the Patent Office, Government of India has granted Patent to M/s Serum Institute of India Pvt. Ltd for (i)
an invention entitled ‘PURIFICATION OF CAPSULAR POLYSACCHARIDES’ for the term of 20 years from
15.05.2010 in accordance with the provisions of the Patents Act, 1970 (Patent No. 318780 and Date of Grant: 22.08.2019),
(i1) an invention entitled ‘A METHOD FOR PREPARING BACTERIAL VACCINES’ for the term of 20 years from
26.04.2010 in accordance with the provisions of the Patents Act, 1970 (Patent No. 284211 and Date of Grant: 14.06.2017)
and (iii) an invention entitled ‘METHOD FOR EVALUATION OF MULTIPLE ANTIGENS’ for the term of 20 years
from 26.03.2010 in accordance with the provisions of the Patents Act, 1970 (Patent No. 276304 and Date of Grant:
13.10.2016).

5. And whereas the NPPA at its 96th meeting dated 24.03.2022 observed that M/s Serum Institute of India Pvt. Ltd meets
the requirement of Para 32(ii) of DPCO 2013 and decided that exemption may be granted to M/s Serum Institute of India
Pvt. Ltd under Para 32(ii) of DPCO, 2013 for their formulation ‘“Pneumococcal Polysaccharide Conjugate Vaccine
(Adsorbed) IP (10-Valent) (PCV 10V)” in (i) single dose (0.5 ml) vial, (ii) multi-dose (5 dose-2.5 ml) vial), and (iii) single
dose (0.5ml) pre-filled syringes.

6. Now, therefore, in exercise of the powers delegated under Para 32 of the Drugs (Prices Control) Order, 2013 vide S.O.
1394(E) dated 30th May, 2013 issued by the Government of India in the Ministry of Chemicals and Fertilizers, M/s Serum
Institute of India Pvt. Ltd is exempted from the provisions of DPCO, 2013 under para 32 (ii) of the said order in respect of
the formulation “Pneumococcal Polysaccharide Conjugate Vaccine (Adsorbed) IP (10-Valent) (PCV 10V)” in (i) single
dose (0.5 ml) vial, (ii) multi-dose (5 dose-2.5 ml) vial), and (iii) single dose (0.5ml) pre-filled syringes for a period of five
years from the date of commencement of its commercial production in the country. Further, the period of five years is co-
terminus with the duration of Indian Patent.

7. M/s Serum Institute of India Pvt. Ltd shall inform NPPA, the date of commercial production of the formulation
“Pneumococcal Polysaccharide Conjugate Vaccine (Adsorbed) IP (10-Valent) (PCV 10V)” in (i) single dose (0.5 ml) vial,
(i) multi-dose (5 dose-2.5 ml) vial), and (iii) single dose (0.5ml) pre-filled syringes in the country and the Price to Retailer
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(PTR) and Maximum Retail Price fixed by the company in respect of above said formulation by issuing a price list in
Form V under DPCO, 2013.

8. M/s Serum Institute of India Pvt. Ltd shall also seek retail price approval for the formulation ‘““Pneumococcal
Polysaccharide Conjugate Vaccine (Adsorbed) IP (10-Valent) (PCV 10V)” in (i) single dose (0.5 ml) vial, (ii) multi-dose
(5 dose-2.5 ml) vial), and (iii) single dose (0.5ml) pre-filled syringes, if applicable, three month before the expiry of the
exemption granted under Para 32(ii) of DPCO 2013

[PN/228/96/2022/F /F. No. 8(96)/2022/D.P./NPPA-Div.-11]
PRASENJIT DAS, Dy. Director
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